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111.525 What requirements apply to a re-
turned dietary supplement that quality 
control personnel approve for reprocess-
ing? 

111.530 When must an investigation be con-
ducted of your manufacturing processes 
and other batches? 

111.535 Under this subpart N, what records 
must you make and keep? 

Subpart O—Product Complaints 

111.553 What are the requirements under 
this subpart O for written procedures? 

111.560 What requirements apply to the re-
view and investigation of a product com-
plaint? 

111.570 Under this subpart O, what records 
must you make and keep? 

Subpart P—Records and Recordkeeping 

111.605 What requirements apply to the 
records that you make and keep? 

111.610 What records must be made avail-
able to FDA? 

AUTHORITY: 21 U.S.C. 321, 342, 343, 371, 374, 
381, 393; 42 U.S.C. 264. 

SOURCE: 72 FR 34942, June 25, 2007, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 111.1 Who is subject to this part? 

(a) Except as provided by paragraph 
(b) of this section, you are subject to 
this part if you manufacture, package, 
label, or hold a dietary supplement, in-
cluding: 

(1) A dietary supplement you manu-
facture but that is packaged or labeled 
by another person; and 

(2) A dietary supplement imported or 
offered for import in any State or terri-
tory of the United States, the District 
of Columbia, or the Commonwealth of 
Puerto Rico. 

(b) The requirements pertaining to 
holding dietary supplements do not 
apply to you if you are holding those 
dietary supplements at a retail estab-
lishment for the sole purpose of direct 
retail sale to individual consumers. A 
retail establishment does not include a 
warehouse or other storage facility for 
a retailer or a warehouse or other stor-
age facility that sells directly to indi-
vidual consumers. 

§ 111.3 What definitions apply to this 
part? 

The definitions and interpretations 
of terms in section 201 of the Federal 
Food, Drug, and Cosmetic Act (the act) 
apply to such terms when used in this 
part. For the purpose of this part, the 
following definitions also apply: 

Actual yield means the quantity that 
is actually produced at any appropriate 
step of manufacture or packaging of a 
particular dietary supplement. 

Batch means a specific quantity of a 
dietary supplement that is uniform, 
that is intended to meet specifications 
for identity, purity, strength, and com-
position, and that is produced during a 
specified time period according to a 
single manufacturing record during the 
same cycle of manufacture. 

Batch number, lot number, or control 
number means any distinctive group of 
letters, numbers, or symbols, or any 
combination of them, from which the 
complete history of the manufacturing, 
packaging, labeling, and/or holding of a 
batch or lot of dietary supplements can 
be determined. 

Component means any substance in-
tended for use in the manufacture of a 
dietary supplement, including those 
that may not appear in the finished 
batch of the dietary supplement. Com-
ponent includes dietary ingredients (as 
described in section 201(ff) of the act) 
and other ingredients. 

Contact surface means any surface 
that contacts a component or dietary 
supplement, and those surfaces from 
which drainage onto the component or 
dietary supplement, or onto surfaces 
that contact the component or dietary 
supplement, occurs during the normal 
course of operations. Examples of con-
tact surfaces include containers, uten-
sils, tables, contact surfaces of equip-
ment, and packaging. 

Ingredient means any substance that 
is used in the manufacture of a dietary 
supplement and that is intended to be 
present in the finished batch of the die-
tary supplement. An ingredient in-
cludes, but is not necessarily limited 
to, a dietary ingredient as defined in 
section 201(ff) of the act. 

In-process material means any mate-
rial that is fabricated, compounded, 
blended, ground, extracted, sifted, 
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sterilized, derived by chemical reac-
tion, or processed in any other way for 
use in the manufacture of a dietary 
supplement. 

Lot means a batch, or a specific iden-
tified portion of a batch, that is uni-
form and that is intended to meet spec-
ifications for identity, purity, 
strength, and composition; or, in the 
case of a dietary supplement produced 
by continuous process, a specific iden-
tified amount produced in a specified 
unit of time or quantity in a manner 
that is uniform and that is intended to 
meet specifications for identity, pu-
rity, strength, and composition. 

Microorganisms means yeasts, molds, 
bacteria, viruses, and other similar mi-
croscopic organisms having public 
health or sanitary concern. This defini-
tion includes species that: 

(1) May have public health signifi-
cance; 

(2) May cause a component or dietary 
supplement to decompose; 

(3) Indicate that the component or di-
etary supplement is contaminated with 
filth; or 

(4) Otherwise may cause the compo-
nent or dietary supplement to be adul-
terated. 

Must is used to state a requirement. 
Pest means any objectionable insect 

or other animal including birds, ro-
dents, flies, mites, and larvae. 

Physical plant means all or any part 
of a building or facility used for or in 
connection with manufacturing, pack-
aging, labeling, or holding a dietary 
supplement. 

Product complaint means any commu-
nication that contains any allegation, 
written, electronic, or oral, expressing 
concern, for any reason, with the qual-
ity of a dietary supplement, that could 
be related to current good manufac-
turing practice. Examples of product 
complaints are: Foul odor, off taste, ill-
ness or injury, disintegration time, 
color variation, tablet size or size vari-
ation, under-filled container, foreign 
material in a dietary supplement con-
tainer, improper packaging, 
mislabeling, or dietary supplements 
that are superpotent, subpotent, or 
contain the wrong ingredient, or con-
tain a drug or other contaminant (e.g., 
bacteria, pesticide, mycotoxin, glass, 
lead). 

Quality means that the dietary sup-
plement consistently meets the estab-
lished specifications for identity, pu-
rity, strength, and composition, and 
limits on contaminants, and has been 
manufactured, packaged, labeled, and 
held under conditions to prevent adul-
teration under section 402(a)(1), (a)(2), 
(a)(3), and (a)(4) of the act. 

Quality control means a planned and 
systematic operation or procedure for 
ensuring the quality of a dietary sup-
plement. 

Quality control personnel means any 
person, persons, or group, within or 
outside of your organization, who you 
designate to be responsible for your 
quality control operations. 

Representative sample means a sample 
that consists of an adequate number of 
units that are drawn based on rational 
criteria, such as random sampling, and 
that are intended to ensure that the 
sample accurately portrays the mate-
rial being sampled. 

Reprocessing means using, in the 
manufacture of a dietary supplement, 
clean, uncontaminated components or 
dietary supplements that have been 
previously removed from manufac-
turing and that have been made suit-
able for use in the manufacture of a di-
etary supplement. 

Reserve sample means a representa-
tive sample of product that is held for 
a designated period of time. 

Sanitize means to adequately treat 
cleaned equipment, containers, uten-
sils, or any other cleaned contact sur-
face by a process that is effective in de-
stroying vegetative cells of microorga-
nisms of public health significance, and 
in substantially reducing numbers of 
other microorganisms, but without ad-
versely affecting the product or its 
safety for the consumer. 

Theoretical yield means the quantity 
that would be produced at any appro-
priate step of manufacture or pack-
aging of a particular dietary supple-
ment, based upon the quantity of com-
ponents or packaging to be used, in the 
absence of any loss or error in actual 
production. 

Water activity (aw) is a measure of the 
free moisture in a component or die-
tary supplement and is the quotient of 
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the water vapor pressure of the sub-
stance divided by the vapor pressure of 
pure water at the same temperature. 

We means the U.S. Food and Drug 
Administration (FDA). 

You means a person who manufac-
tures, packages, labels, or holds die-
tary supplements. 

§ 111.5 Do other statutory provisions 
and regulations apply? 

In addition to this part, you must 
comply with other applicable statutory 
provisions and regulations under the 
act related to dietary supplements. 

Subpart B—Personnel 

§ 111.8 What are the requirements 
under this subpart B for written 
procedures? 

You must establish and follow writ-
ten procedures for fulfilling the re-
quirements of this subpart. 

§ 111.10 What requirements apply for 
preventing microbial contamination 
from sick or infected personnel and 
for hygienic practices? 

(a) Preventing microbial contamination. 
You must take measures to exclude 
from any operations any person who 
might be a source of microbial con-
tamination, due to a health condition, 
where such contamination may occur, 
of any material, including components, 
dietary supplements, and contact sur-
faces used in the manufacture, pack-
aging, labeling, or holding of a dietary 
supplement. Such measures include the 
following: 

(1) Excluding from working in any 
operations that may result in contami-
nation any person who, by medical ex-
amination, the person’s acknowledge-
ment, or supervisory observation, is 
shown to have, or appears to have, an 
illness, infection, open lesion, or any 
other abnormal source of microbial 
contamination, that could result in mi-
crobial contamination of components, 
dietary supplements, or contact sur-
faces, until the health condition no 
longer exists; and 

(2) Instructing your employees to no-
tify their supervisor(s) if they have or 
if there is a reasonable possibility that 
they have a health condition described 
in paragraph (a)(1) of this section that 

could result in microbial contamina-
tion of any components, dietary sup-
plements, or any contact surface. 

(b) Hygienic practices. If you work in 
an operation during which adulteration 
of the component, dietary supplement, 
or contact surface could occur, you 
must use hygienic practices to the ex-
tent necessary to protect against such 
contamination of components, dietary 
supplements, or contact surfaces. 
These hygienic practices include the 
following: 

(1) Wearing outer garments in a man-
ner that protects against the contami-
nation of components, dietary supple-
ments, or any contact surface; 

(2) Maintaining adequate personal 
cleanliness; 

(3) Washing hands thoroughly (and 
sanitizing if necessary to protect 
against contamination with microorga-
nisms) in an adequate hand-washing fa-
cility: 

(i) Before starting work; and 
(ii) At any time when the hands may 

have become soiled or contaminated; 
(4) Removing all unsecured jewelry 

and other objects that might fall into 
components, dietary supplements, 
equipment, or packaging, and removing 
hand jewelry that cannot be ade-
quately sanitized during periods in 
which components or dietary supple-
ments are manipulated by hand. If 
hand jewelry cannot be removed, it 
must be covered by material that is 
maintained in an intact, clean, and 
sanitary condition and that effectively 
protects against contamination of 
components, dietary supplements, or 
contact surfaces; 

(5) Maintaining gloves used in han-
dling components or dietary supple-
ments in an intact, clean, and sanitary 
condition. The gloves must be of an im-
permeable material; 

(6) Wearing, where appropriate, in an 
effective manner, hair nets, caps, beard 
covers, or other effective hair re-
straints; 

(7) Not storing clothing or other per-
sonal belongings in areas where compo-
nents, dietary supplements, or any con-
tact surfaces are exposed or where con-
tact surfaces are washed; 

(8) Not eating food, chewing gum, 
drinking beverages, or using tobacco 
products in areas where components, 
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